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THE PATIENT PROTECTION AND AFFORDABLE
CARE ACT OF 2010: RULEMAKING IN THE
SHADOW OF INCENTIVE-BASED REGULATION
I. Introduction: The Space Between Judicial Review of the Affordable Care Act and Delegated Authority to
Administrative Agencies
The federal courts are unevenly divided in their treatment of the initial constitutional challenges to the Patient Protection
and Affordable Care Act of 2010 (“Affordable Care Act”). Two district judges have ruled that the individual mandate
provision of the law exceeds Congress's constitutional authority and one has struck down the law in its entirety. 2 Many
more district judges have used the Twombly and Iqbal-emboldened Federal Rule of Civil Procedure 12(b)(6) to turn
away similar challenges across the country. 3 Although the question is years from final resolution, it appears that the
111th Congress internalized U.S. Supreme Court decisions limiting its power under the Commerce Clause, anticipating
constitutional challenges to the individual mandate to purchase health insurance, Medicaid expansion and insurance
exchange regimes and structuring the law to survive those challenges. 4 The majority of the district judges who are
meticulously combing through the 2700-plus page legislation, holding hearings and carefully weighing well-funded and
sophisticated arguments from multiple constituencies probably have it right. 5 Whatever the novelty and reach of the
Affordable Care Act, it requires a narrow reading of the Constitution and U.S. Supreme Court precedent to decide - to
name two possibilities - that the individual mandate does not rationally serve Congress's plan for regulating access to
health insurance or that tying so much of the reform law to Medicaid expansion constitutes the only known example
of Congress impermissibly coercing the States with its implied spending power. 6 These fights will undoubtedly return
in various forms where other difficult constitutional questions are likely to arise. Specifically, there will be debates
about the substantial powers Congress delegated to regulatory agencies - primarily the Secretary of Health and Human
Services - and the deference the courts will show those agencies in light of applicable U.S. Supreme Court decisions. 7
For example, Richard Epstein has argued that the Affordable Care Act's “standardless” delegation of authority to
the Secretary of HHS to set essential benefits packages and monitor premium increases is tantamount to transforming
health insurance providers into public utilities. 8 Between facial constitutional challenges to the Affordable Care Act and
lawsuits based on defects in agency rules or the rulemaking process lies the significant discretionary area in which the
Secretary of HHS, and others, will make the most important implementation decisions. This Article is intended to provide
agencies guidance for shaping the rules that Congress clearly intended them to adopt and implement, but which courts
are less likely to question. This article argues that (1) Congress demonstrated a strong intent for private enforcement
of the Affordable Care Act's provisions (especially those expanding Medicare and Medicaid benefits and eligibility);
(2) Congress concurrently included enhancements for private enforcement of governmental payments programs in the
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Fraud Enforcement and Recovery Act 9 and the Dodd-Frank Wall Street Reform and Consumer Protection Act; 10 and,
therefore, (3) administrative agencies should structure rules to facilitate private enforcement. The argument proceeds as
follows. Congress, determining that markets (money incentives) are smarter than people (salaried regulators), expanded
the circumstances under which it would pay private citizens to root out and report improper or fraudulent activity
against the taxpayers. 11 Because those circumstances are likely to apply across a wide range of industry sectors, Congress
included the enhancements in different legislative acts. Administrative agencies, especially those overseeing government
payments programs, will advance Congressional mandates for efficiency and effective enforcement by shaping rules
with the aim of facilitating private enforcement. Toward that end, agencies should look beyond the immediate charging
statute for guidance.
II. Medicare, Medicaid and CHIP: Overpayment, Fraud and the Affordable Care Act
With respect to the Affordable Care Act, this argument is applicable to the problems of fraud and abuse that will
inevitably accompany the expansion of health entitlements. The most important health care entitlement programs are
Medicare, Medicaid and the Children's Health Insurance Program (“CHIP”). Generally, Americans who are 65 years
old or younger and disabled are eligible for Medicare. Medicare is administered by the federal government and is broken
into different parts. Medicare Part A covers hospital insurance. 12 Medicare Part B provides insurance against the costs
of certain outpatient services administered by a physician during an office visit as well as “durable medical equipment”
like walkers and wheelchairs. 13 Medicare Part C (or Medicare Advantage) allows private insurers to provide care at
the same level as Medicare, but allows certain flexibilities in coverage and provider choice that may lower costs for
recipients. 14 Medicare Part D subsidizes the cost of prescription drugs but does so through private plans that do not
offer systematically standardized coverage. 15 Medicaid is the joint federal-state program that is aimed at providing
health care to low-income individuals and families. Medicaid is funded jointly by the federal and state governments,
but states administer the program and determine guidelines for eligibility and service provision. 16 CHIP is aimed at
providing health insurance coverage for children in families with modest incomes that are nevertheless too high for
Medicaid eligibility. Its administrative structure closely resembles Medicaid's. 17
The Affordable Care Act expands eligibility for Medicaid to those making 133% of the federal poverty line and requires
States to add childless adults to the eligible population. 18 Previously, a recipient could not qualify only by virtue of
low income. Medicaid only helped those who were at or below the poverty line and had met another requirement typically pregnancy, disability, age or having minor dependents. 19 The Affordable Care Act will increase those eligible
for Medicaid from 60 million to somewhere between 75 million and 78 million. 20 The law also adds certain benefits to
Medicare and CHIP eligible individuals and families. 21
All stakeholders fear that the increased entitlements will cause negligent and fraudulent overpayments under the
programs to increase. In 2008, the FBI arrested doctors and patients who submitted over 140,000 false claims for
pretending to receive expensive HIV- drug treatments. 22 On October 13, 2010, federal and state law enforcement officials
indicted 44 individuals for billing Medicare for over $100 million for “services” that were never provided at phantom
clinics. 23 One pharmacist bilked Medicaid for over $1.8 million in less than a year by submitting phony claims for
prescriptions that he never filled. 24 Yet not all of the improprieties are so sensational. Because Medicaid and Medicare
“pay and chase” - that is, reimburse claims as a matter of course and then pursue improper billing later - millions of
dollars are also lost for services, drugs, or supplies that are unnecessary, not performed or are of a lower quality or
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more costly than those that are actually performed. 25 “Major corporations such as pharmaceutical and medical device
manufacturers and institutions such as hospitals and nursing facilities have also committed fraud, sometimes on a grand
scale.” 26 Physicians may refer patients to providers with whom they share a financial interest and create incentives to
raise costs or pay kick-backs, but Congress has curtailed such practices with the so-called Stark Law. 27 In addition,
providers benefit from what appear to be even benign mistakes. For example, charging a patient for an “office visit”
when he or she only visited for a flu shot, is a tactic known as “upcoding” that results in a higher reimbursement
for the health care provider. 28 Sensing that the known difficulties of monitoring reimbursements under Medicare and
Medicaid might present opponents with arguments against expansion of entitlements, Congress included measures to
more effectively screen applicants for Medicare and Medicaid participation, encourage information sharing across law
enforcement agencies and toughen penalties and the means by which they are collected.
III. The Regulatory Structure of Medicare, Medicaid and CHIP
Medicare and Medicaid providers are regulated generally by the Department of Health and Human Services (“HHS”)
and specifically by the Centers for Medicare and Medicaid Services (“CMS”) which oversee enrollment, reimbursement,
monitoring and enforcement policies applicable to health care providers under Medicare, Medicaid and CHIP. 29 Both
the HHS Office of the Inspector General and CMS also maintain integrity units that investigate reimbursement patterns
and individual claims to detect billing errors and unusual medical treatment. Under the Medicaid program, states also
maintain fraud control units to monitor payments to providers. 30 Yet CMS concedes that the job is overwhelming. 31
In 2008, CMS reviewed less than 5% of Medicare claims. 32 State Medicaid reviewers are similarly inundated. 33
CMS adopts some form of command-and-control, performance standard and incentive-based regulation as part of
administering Medicare, Medicaid and CHIP. 34 These categories provide a useful taxonomy by which to understand
theories of regulation even if in practice the line between them blurs and some forms of regulation might fall outside of
these neat descriptions. Loosely defined, command-and-control rules impose specific requirements on regulated firms.
For instance, a polluter might be required to adopt a particular type of technology designed to limit the quantity of
pollution. Performance-based standards tell firms what they must accomplish but leave them to decide how best to do
so. Such a standard, for example, might specify the maximum quantity of pollution that a firm may produce without
specifying the means by which the firm is required to comply. Finally, incentive-based systems force firms to internalize
the total costs of their activities, leaving firms to decide what, if anything, to do about those costs. 35 CMS, for example,
now requires a provider to have a compliance and ethics program in place “that is effective in preventing and detecting
criminal, civil, and administrative violations and in promoting quality care ....” 36 Performance standards are imposed
to varying degrees on providers of specific services in order to qualify for participation in Medicare and Medicaid. 37 For
example, a state may require that providers of certain services or durable medical equipment meet established financial
or health outcome criteria in order to continue participating in the Medicaid program. 38 Incentive-based regulation in
these programs takes two primary forms: the False Claims Act and Recovery Audit Contractors.
IV. Incentive-based Regulation in the Medicare and Medicaid Programs
A. The False Claims Act
Incentive-based regulation in the Medicare and Medicaid programs is both old and new. Claims submitted to either
program are subject to private litigation under the False Claims Act (“FCA”). 39 Enacted during the Civil War to combat
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fraud on the Union army, the FCA is the United States' primary tool for fighting fraud directed against the public
coffers. 40 Under the False Claims Act regime, private citizens (“whistleblowers” or “relators”) work closely with the U.S.
Department of Justice to identify inappropriate claims submitted to the government for payment. 41 In 1986, Congress
strengthened its qui tam provisions to allow whistleblowers to file suit under seal on behalf of the United States and share
up to 30 percent of the United States' ultimate recovery. 42 While the qui tam complaint is under seal, and before it is
served on the defendant, the United States Department of Justice investigates to decide whether to intervene and take
over the prosecution of the action or decline to intervene and allow the whistleblower to proceed. 43 The United States is
the real party in interest, even in cases where it declines. 44 The FCA establishes liability for any person who knowingly
presents, or causes to be presented, a false or fraudulent claim for payment or approval. 45 “Knowledge” is defined
broadly to include actual knowledge, deliberate ignorance of the truth, or reckless disregard of the truth. A corporation
is deemed to have knowledge if its employee acted knowingly. 46 Whistleblower suits initiated under the FCA between
1987 and 2008 have resulted in the return of approximately $22 billion in improper payments and damages. 47
1. The Affordable Care Act Encourages the Use of the FCA to Combat Fraud
The Affordable Care Act explicitly expanded access to private litigants suing under the FCA. First, Congress directly
linked the retention of overpayments to false claim liability. Under the Affordable Care Act, “overpayments” are
defined as “any [Medicare or Medicaid] funds that a person receives or retains ... to which the person, after applicable
reconciliation, is not entitled.” 48 Health care providers, suppliers, Medicaid managed care organizations, Medicare
Advantage organizations and drug plan sponsors must “report and return” any overpayments within 60 days after either
the date on which the overpayment was identified or the date any corresponding cost report was due, whichever is
later. 49 In addition, members of the health care industry must submit notification in writing to the entity to which the
overpayment was returned as to the reason of the overpayment. 50
Second, Congress used the Affordable Care Act to expand access to whistleblowers who identify fraudulent practices by
allowing them to use publicly disclosed information. Previously, such information was unavailable to them due to limiting
court decisions that fashioned a “Public Disclosure Bar” to claims that relied in significant part on publicly available
information. 51 Section 10104(j)(2) of the law replaces the prior version § 3730(e)(4) of the FCA with new language that
expands the scope of the original source exception and shifts the Public Disclosure Bar from a jurisdictional prohibition
to a more flexible standard, with discretionary power held by the government. 52 One important effect of the change is to
enable whistleblowers to use information available from a state Medicaid hearing or process in order to establish a claim
under the FCA. 53 These FCA amendments are not limited to qui tam cases involving federal health care programs. 54
2. Congress Concurrently Enacted FCA Enhancements in the Fraud Enforcement Recovery Act and the Dodd-Frank Wall
Street Reform and Consumer Protection Act
In the Fraud Enforcement and Recovery Act of 2009 (“FERA”), Congress included enhancements to the FCA. Most
significantly for purposes of Medicare and Medicaid, Congress expanded the number of actors upon whom fraud would
support a “claim” under the FCA; included the retention of government overpayments as a basis for FCA liability;
broadened the scope of conspiracy under the FCA; enhanced protections for whistleblowers against retaliation; and,
bolstered the government's investigative powers. 55 For example, under judicial interpretations of the FCA prior to
FERA, a skilled nursing facility might contract out certain physical therapy treatments. 56 Because the physical therapy
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provider did not directly submit claims to Medicare or Medicaid, an FCA claim could not prevail against the therapist. 57
The amendments to the law corrected this defect.
In the Dodd-Frank Wall Street Reform and Consumer Protection Act (“financial reform law”), Congress created
a uniform three-year statute of limitations period for claims of retaliation by whistleblowers and widened FERA's
definition of acts protected by the retaliation cause of action. 58 These measures demonstrate an identifiable intent from
Congress to use “private attorneys general” in the expanding areas in which government payments are made and might
be fraudulently obtained.
B. Recovery Audit Contractors
In 2003, Congress required Medicare (not Medicaid) to enact a pilot program whereby private auditing entities - recovery
audit contractors (“RACs”) - would be given incentive to hunt down overpayments or improper billing submissions
by health care providers. 59 RACs typically review a sample of a health care provider's claims for a given period and
determine an error rate. RACs then generalize the error rate over the universe of claims during the audit period to
calculate an alleged overpayment amount. 60 The amount sought to be recouped by CMS based on the extrapolation
from a relatively small sample of claims billed can be large. The RACs are paid a contingency fee based on the
overpayment amount, which may provide their auditors with an incentive to find claims that they contend should have
been denied. Between 2005 and 2007, the private auditors returned $693.6 million to the Medicare Trust Funds. 61
The Affordable Care Act expanded RAC contracting to all Medicare programs and required States to contract with
RACs for Medicaid audits. 62 As with FERA and the financial reform law, the expansion of the RAC program shows
a clear mandate from Congress to mobilize incentive-based regulation of healthcare providers that submit claims for
reimbursement under Medicare and Medicaid.
V. Rulemaking in the Shadow of Incentive Based Regulation
A. CMS Cannot Effectively Monitor Fraud and Waste with Current or Promised Resources
Prior to the passage of the Affordable Care Act, the General Accounting Office issued regular reports which indicated
that CMS could not keep pace with enforcement demands. On June 28, 2005, the GAO reported that CMS had only 8
employees devoted to chasing down improper Medicaid billing. 63 On March 3, 2010, the GAO reported that between
2005 and 2008, CMS had failed to ensure that Medicare Part D drug plan providers had implemented policies to
prevent and catch fraud and waste. 64 The same month, GAO reported that even where RACs had identified weaknesses
in provider billing processes, CMS failed to act on its recommendations. 65 The GAO reports focus generally on
the universe of command-and-control and performance standards regulations that are in place but have not been
implemented because the HHS OIG or CMS are unable - by virtue of resource scarcity - to coordinate or enforce.
With the passage of the Affordable Care Act, Congress increased the budget for HHS's oversight activities by
approximately $35 million per year for ten years and mandated the development of better screening and data-sharing
processes. 66 Yet these enhancements will not realize their intended effect if enforcement activity is centered in the
regulatory agency instead of using whistleblowers and RACs to facilitate actions by regulators and prosecutors. Fraud
and waste are the natural effect of rent-seeking market actors who are exploiting a system whose resource constraints
limit its policing ability. The historical lesson is that similarly motivated market actors are most effectively positioned
to root out fraudulent or inaccurate billing practices.

© 2017 Thomson Reuters. No claim to original U.S. Government Works.

5

Harbison, Ashley 10/16/2017
For Educational Use Only

THE PATIENT PROTECTION AND AFFORDABLE CARE ACT..., 38 Rutgers L. Rec. 1

B. HHS and CMS Should Shape Rules to Facilitate Incentive-Based Regulatory Mechanisms
When developing and implementing regulations, administrative agencies should explicitly consider Congress's efforts to
force health care providers to internalize the costs related to overbilling and mistakes, even if that authority lies outside
an immediate charging statute. This consideration includes but is not limited to (1) interpreting statutes in order to
maximize the opportunity for private enforcement and (2) coordinating instructional materials and billing practices in
order to avoid conflicts with private litigants (or the Department of Justice with whom whistleblowers coordinate).
1. Drafting Rules from the Perspective of Private Enforcement
Potential whistleblowers and RACs are likely to (1) know the exact wording of statutes and regulations well and (2) give
the text of statutes and regulations a strict reading in order to increase the incidence of overbilling and the size of their
awards. Rule-making in the shadow of incentivebased regulation counsels HHS and CMS to take measures that give
effect to the clear intent of Congress (both inside and outside the Affordable Care Act) to promote these strict readings.
Consider the example of the Affordable Care Act's provisions prohibiting health care providers from retaining
overpayments. The law states that any overpayment retained after the deadline becomes an “obligation” for purposes
of the FCA. 67 Therefore, a failure to return any Medicare or Medicaid overpayments by the deadline may result in
FCA liability. In order to avoid such liability, CMS will inevitably require health care providers and other entities
receiving reimbursement under Medicare or Medicaid to implement policies and procedures on reporting and returning
overpayments that are consistent with the requirements in the Affordable Care Act. CMS will also have to adopt
regulations that govern those policies.
The statutory language itself does not give guidance as to when an overpayment is “identified” and the position likely
to be taken by providers' counsel is that overpayment has not been “identified” until the provider has “(1) absolutely
concluded that there is an overpayment and (2) ascertained the amount of the overpayment.” 68 The narrower reading
likely to be given by whistleblowers is that an overpayment has been “identified” where there is much less than an
“absolute conclusion” and well before an exact amount has been precisely calculated. The narrower reading is more
consistent with Congress's actions in concurrent legislation expanding whistleblowers' access to the courts under the
FCA.
a. Early Signs that CMS will not Rely on Incentive-Based Regulation: The Self-Reporting Disclosure Protocol under the
Stark Law
Early guidance, protocols and rules proposed by HHS and CMS instead seem to hint at a centrifugal perspective whereby
HHS and CMS reserve for themselves the greatest amount of discretion in the greatest number of cases. There are some
early indications that CMS is opting for rules that will add to its already significant burden instead of harnessing the
incentives provided for private litigants.
Take the example of the self-referral disclosure protocol that was required for the Stark Law. This protocol governs
the types of arrangements physicians can maintain with health care providers in which they have a financial interest. 69
Section 6409 of the Affordable Care Act requires the Secretary of HHS, in cooperation with the HHS Office of the
Inspector General to establish a Medicare self-referral disclosure protocol (“SRDP”) for providers of services and
suppliers to selfdisclose actual or potential violations of the Stark Law. 70 Section 6409 requires the Secretary of HHS

© 2017 Thomson Reuters. No claim to original U.S. Government Works.

6

Harbison, Ashley 10/16/2017
For Educational Use Only

THE PATIENT PROTECTION AND AFFORDABLE CARE ACT..., 38 Rutgers L. Rec. 1

to inform providers of services and suppliers of how to disclose an actual or potential violation pursuant to the protocol
through publication on the CMS website. 71 Section 6409 also mandates that the SRDP must include direction to health
care providers of services and suppliers on the specific person, official, or office to whom such disclosures shall be
made and instruction on the implication of the SRDP on corporate integrity agreements and corporate compliance
agreements. 72 Section 6409(b) grants the Secretary of HHS the authority to reduce the amounts due for all violations of
the Stark Law. 73 In establishing the amount by which an overpayment resulting from an actual or potential violation(s)
may be reduced, the Secretary may consider: the nature and extent of the improper or illegal practice; the timeliness of
such disclosure; the cooperation in providing additional information related to the disclosure; and such other factors as
the Secretary considers appropriate. 74 Pursuant to the statute, the CMS-proposed SDRP allows providers to send an
email disclosing an actual or potential violation which would suspend the 60 day period otherwise given to the provider
to return overpayments. 75 CMS will subsequently investigate the disclosure. While the protocol requires providers to
report in “good faith,” the upshot is to permit providers to escape private enforcement against overpayments by turning
to overstretched regulators to determine (1) whether they, in fact, reported in good faith and (2) to assess for themselves
the culpability of the provider. 76 While the Affordable Care Act grants the Secretary of HHS the authority to reduce the
amounts owed under the Stark Law, there is no requirement that she do so and the force of Congressional enactments
in FERA and the financial reform law counsels that she reduce overpayments only in limited circumstances. If the
regulations are formed in that way, private actors will discover improper payments more readily and providers will act
under a greater incentive to ensure that their contracts with physicians are lawful.
b. Suspending Overpayments for Credible Allegations of Fraud
Similarly, in its proposed rule implementing the Affordable Care Act's provisions which suspend payments under
Medicare and Medicaid for credible allegations of fraud, CMS proposes that it review “all allegations, facts, and
information carefully and act judiciously on a case-by-case basis when contemplating a payment suspension, mindful of
the impact that payment suspension may have upon a provider.” 77 CMS further proposes to provide four exceptions
for suspension. 78 These exceptions would include an exception for “a determination by CMS that a payment suspension
is not in the best interests of the Medicare program.” 79 The net effect of these proposals appears to be further
centralization of both rulemaking and enforcement in the hands of CMS. As it concedes and the GAO confirms, the
CMS is overburdened with existing command-and-control and performance standards-based regulatory structures.
2. Coordinating Existing Manuals and Payments Practices to Facilitate Incentive-Based Regulation
Furthermore, CMS should review its existing manuals, guidance and protocols to ensure that they are consistent with
RAC bill auditing practices and that they do not hinder FCA claims. As with shaping rules from the perspective of private
litigants, incentive-based regulation is facilitated by clearly defining payment practices and ensuring that processors
comply with stated policies. Inconsistencies between regulations and payment manuals have frequently led courts to
require reimbursements regarded as improper by CMS. 80 Recovery Audit Contractors' efforts to recoup overpayments
have been thwarted where Medicare Appeals Councils find that CMS manuals contained inconsistent language as to the
validity of a claim. 81 Conversely, private litigants, and, for that matter, the Department of Justice, are thwarted where
payments appear to be improper under regulations or payment manuals, but CMS informally deems the payment valid
and pays as a matter of course. 82
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VI. Conclusion
This Article might be misconstrued as a targeted criticism of the Centers for Medicare and Medicaid Services, but that is
not its aim. CMS administers a massive health insurance scheme more efficiently than its private-sector counterparts. 83
Moreover, implementation of the Affordable Care Act will require coordinated activity of agencies housed within
the Department of Labor, the Department of the Treasury, the Department of Agriculture and others for which this
argument is equally applicable. Agencies administering statutory schemes that involve government payments should
be attuned to Congress's clear intent to mobilize private citizens who have information showing that the taxpayers are
being duped or overcharged. While whistleblower law firms and the Department of Justice are able to participate in
the comments-on-rulemaking process, ultimate action will be left in the hands of the agencies. Indeed, it is unlikely
under any of the prevailing standards of review that their failure to consider relevant Congressional intent located in
noncharging statutes would be subject to a court's scrutiny. Instead, rulemaking that facilitates private enforcement is
justified ethically by the idea that Congress is the more democratic source of authority and practically by the fact that
private litigants may ease agencies' already significant burden.
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